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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SiX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely 

- \1 NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication 

- hailure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U S C 6 1 33) 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )EX] Responsive to communication(s) filed on 24 September 2004 . 
2a)M This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 21 3. 

Disposition of Claims 

4) [X] Claim(s) 1-16 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) [x] Claim(s) 1-12 and 14 is/are allowed. 

6) [X] Claim(s) 13,15 and 16 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) [x] The specification is objected to by the Examiner. 

10)Q The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) LJ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) LJ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 5) □ Notice of Informal Patent Application (PTO-152) 

Paper No(s)/Mail Date . 6 > Q other . 
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DETAILED ACTION 

This Office Action is a reply to the Paper filed 24 September 2004 in response to the 
Non-Final Office Action mailed 22 July 2004. Claims 1-16 were considered in the 22 July Office 
Action. Claims 2-6 were amended in the 24 September Paper. Claims 1-16 are pending and 
under consideration. 

Response to Amendment 

Specification 

The disclosure stands objected to because of the following informalities: The 
specification contains sequence disclosures that are not identified by SEQ ID NO (e.g., page 14, 
lines 24-25 and page 15, lines 16-17). In response, Applicant argues that the primers set forth in 
the specification are disclosed in the sequence listing. It would seem that Applicant has 
misunderstood the objection. "Where the description or claims of a patent application discuss a 
sequence that is set forth in the 'Sequence listing' in accordance with paragraph (c) of this 
section, reference must be made to the sequence by use of the sequence identifier , preceded by 
4 SEQ ID NO:' in the text of the description or claims, even if the sequence is also embedded in 
the tex t of the description or claims of the patent application" (37 CFR 1.82 1 (d), emphasis 
added). Thus, sequences referred to in the specification must be referenced by SEQ ID NO, even 
i f the sequence is embedded in the text. 



Claim Objections 

Objection to claims 2, 4, 5 and 6 is withdrawn in view of the amendments thereto. 
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Claim Rejections - 35 USC § 1 12 

Claim 13 stands rejected under 35 U.S.C. § 1 12, first paragraph, as lacking enablement 
for reasons of record and herein below in the "Response to Arguments". 

Claims 1 5 and 16 stand rejected under 35 U.S.C. 1 12, first paragraph, as comprising new 
matter for reasons of record and herein below in the response to arguments. 

Rejection of claims 3 under 35 U.S.C. 112, second paragraph, as being indefinite is 
withdrawn in view of the amendment thereto. 

Response to Arguments 

Claim Rejections - 35 USC §112 

Claim 13 is rejected as lacking enablement for a DNA vaccine composition comprising 
the broad scope of "an an tigenic gene". In response to the prima facie case and arguments of 
record, Applicant alleges that the specification clearly teaches a number of uses of the claimed 
composition. Applicant particularly points out the teaching at page 2, lines 1 1-15 of the 
specification, which reads in full, "the object of the present invention is to construct a vector 
without antibiotic resistance gene and use harmless host cell to express heterologous genes in an 
organism or as a DNA vaccine or health food, thereby raising the safety and enhancing the 
immune responses" (emphasis added). Applicant misquotes this passage by deleting the thereby 
statement, which clearly indicates that purpose of expressing heterologous genes in an organism 
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or as a DNA vaccine or health food is to elicit an immune response, said immune response being 
enhanced by the claimed vector. Thus, to the extent that the composition is limited to being 
immunogenic, there is no asserted utility other than vaccination, which is not enabled by the 
disclosure. Therefore, Applicant's arguments, viewed in context of the record as a whole, are not 
persuasive and the claims stand rejected as lacking enablement, 

Clai ms 15 and 16 stand rejected under 35 U.S.C. 1 12, first paragraph, as comprising new 
matter. The claims were rejected because the originally filed specification and claims do not 
disclose a sequence for the Rep A protein and, therefore, the limitation of the claimed subject 
matter to comprising a specific "sequence of the Rep A protein" constitutes new matter. 

In response Applicant argues that the specification at page 7, lines 21-28, teaches, a "Rep 
A protein. . .of 3 1 7 amino acids" and cites papers that disclose nucleic acids encoding the Rep A 
protein. Applicant points out that Bouia et al. 9 as well as the corresponding GenBank record, 
disclose a 317 amino acid Rep A protein and the encoding nucleotide sequence. Applicant 
further submits an exhibit showing that nucleotides 262-1 215 of GenBank M31223 encodes the 
Rep A protein, which nucleotides are the same as nucleotides 3198-4151 of the instant SEQ ID 
NO: 1. 

These arguments and exhibits have been fully considered but are not deemed persuasive. 
It is noted that the specification makes no explicit reference to the sequence delimited by 
nucleotides 3198-4151 of SEQ ID NO: 1 and nothing that would limit the Rep A protein referred 
to in the specification to being encoded by that sequence. Thus, the skilled artisan would not 
have identified the region cited by Applicant based on the disclosure alone. With regard to the 
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teachings from the art relied upon to support applicants arguments, MPEP 608.01(p) I. A. states, 
"Mil application for a patent when filed may incorporate 'essential material' by reference to (1) 
a U.S. patent, (2) a U.S. patent application publication, or (3) a pending U.S. application, subject 
to the conditions set forth below. 'Essential material' is defined as that which is necessary to (1) 
describe the claimed invention, (2) provide an enabling disclosure of the claimed invention, or 
(3) describe the best mode" As the sequence of the Rep A protein defines the subject matter of 
claims 15 and 1 6 it cannot be incorporated by reference from the non-patent literature. Still 
further, mere reference to another application, patent, or publication is not an incorporation of 
anything therein into the application containing such reference for the purpose of the disclosure 
required by 35 U.S.C. 1 12, first paragraph. In re de Seversky, 414 F.2d 671, 177 USPQ 144 
(CCPA 1973). Thus, even if one could incorporate essential material from the nonpatent 
literature by reference, such incorporation by reference must be explicitly made. Thus, the mere 
reference to art that discloses a Rep A protein sequence does not support claims directed to that 
sequence, or a nucleic acid encoding that sequence. 

Applicant's arguments in view of the record as a whole are not deemed persuasive. 
Therefore, the claims stand rejected under 35 USC §112, first paragraph, as lacking descriptive 
support in the originally filed application. 



New Grounds 
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Specification 

The amendment filed 24 September is objected to under 35 U.S.C. 132 because it 
introduces new matter into the disclosure. 35 U.S.C. 132 states that no amendment shall 
introduce new matter into the disclosure of the invention. The added material which is not 
supported by the original disclosure is as follows: 

The newly added sequences set forth as SEQ ID NO: 7 and 8 and the definition of Rep A 
protein as being encoded by or comprising these sequences in the amended paragraph on page 7 
of the specification constitute new matter. For the reasons set forth in the previous Office Action 
and herein above, the originally filed specification does not contain descriptive support for a 
polypetide comprising SEQ ID NO: 8 or a nucleic acid defined by the nucleic acid sequence set 
forth in SEQ ID NO: 7. Although SEQ ID NO: 1 comprises the sequence set forth as SEQ ID 
NO: 7, there is no disclosure of SEQ ID NO: 7 by reference to the particular region of SEQ ID 
NO: 1 comprising SEQ ID NO: 7 and there is no contemplation of SEQ ID NO: 7 independent ol 
SEQ ID NO: 1. Therefore, the disclosure of a fragment of SEQ TD NO: 1 as SEQ ID NO: 7 and 
the protein encoded thereby constitutes new matter. 

Applicant is required to cancel the new matter in the reply to this Office Action. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of objection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Daniel M Sullivan whose telephone number is 571-272-0779. 
The examiner can normally be reached on Monday through Thursday 6:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel, Ph.D. can be reached on 571-272-0781 . The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



final action. 




Daniel M Sullivan, Ph.D. 

Examiner 

Art Unit 1636 



